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DETAILED ACTION 

Election/Restrictions 

Applicant's election of Group III, claims 37-48 and claim 50 in part, in the reply 
filed on 4/9/2007 is acknowledged. Because applicant did not distinctly and specifically 
point out the supposed errors in the restriction requirement, the election has been 
treated as an election without traverse (MPEP § 818.03(a)). 

Claims 1-36, 41, 42, 45-47 and 49 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b) as being drawn to a nonelected invention and/or species, 
there being no allowable generic or linking claim. Election was made without traverse 
in the reply filed on 4/9/2007. Applicant was instructed in the Office action of 3/7/2007 
to elect as a species either a single combination of positions as recited in claims 1,16 
or 37, or a single particular sequence as recited in claims 10-14, 28-35 or 44-47 (see 
page 4, last full paragraph of the previous Office action). Applicant has elected the 
species SEQ ID NO: 17, recited in claim 44. An examination of SEQ ID NO: 17 reveals 
that this sequence corresponds to positions 133-153 of SEQ ID NO: 3. Therefore, the 
elected species encompasses the positions recited in claim 40, and this claim will 
remain pending and under consideration. Claims 41 and 42, however, recite positions 
that are not encompassed by the elected species, and are therefore withdrawn from 
further consideration since they, like claims 45-47, are drawn to non-elected species. 

The requirement for restriction and election of species is made FINAL. 
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Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 119(a)-(d), which 
papers have been placed of record in the file. 

Claim Rejections - 35 USC § 112— 2 nd paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 37-40, 43, 44, 48 and 50 are rejected under 35 U.S.C. 112, second 

paragraph, as being indefinite for failing to particularly point out and distinctly claim the 

subject matter which applicant regards as the invention. The claims are vague and 

indefinite because claims 37, 38 and 48 recite nucleotide position numbers "in the gene 

(recA) encoding the RecA of SEQ ID NO: 3 in the sequence listing". It is not clear 

whether these position numbers are intended to refer to SEQ ID NO: 3 itself, or to any 

sequence "encoding the RecA". Since a sequence "encoding the RecA of SEQ ID NO: 

3" may contain additional sequences either before or after the sequence disclosed in 

SEQ ID NO: 3, yet still encode the RecA of SEQ ID NO: 3, nucleotide position numbers 

become ambiguous. Because claims 39, 40, 43, 44 and 50 are dependent on claim 38, 

these claims are also vague and indefinite. Applicant is advised to amend the claims to 

simply recite ". . . at any of positions X, Y, . . Z of SEQ ID NO: 3. . .". For purposes of 

further examination, the recited nucleotide positions will be assumed to refer exclusively 

to SEQ ID NO: 3. 

Claim 37 is also vague and indefinite because it is unclear what is meant by the 
recitation "A gene fragment represented by SEQ ID NO: 3". This could be interpreted to 
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mean "a fragment of SEQ ID NO: 3", or "a nucleic acid sequence having similarity to 
SEQ ID NO: 3" (which would itself be vague and indefinite, and lacking in written 
description), or "a nucleic acid sequence that is capable of hybridizing to SEQ ID NO: 3" 
(which would also lack written description), or "any nucleic acid sequence containing 
one or more nucleotides at any of positions 9,81,1 38, etc of SEQ ID NO: 3" (which 
would read on any nucleotide sequence of 15 or more nucleotides having, for example, 
the nucleotide "T", which is the nucleotide found at position 153 of SEQ ID NO: 3). Note 
that claims 38 and 48 do not recite "containing 15 or more continuous nucleotides of 
SEQ ID NO: 3", but only that the claimed polynucleotide contains "15 or more 
continuous nucleotides" and that "one or more nucleotides are nucleotides at any of 
positions... in the gene...". Witlrregard to claim 37, "Represented by" could also be 
interpreted to mean a nucleic acid sequence from the same genome as SEQ ID NO: 3, 
or a nucleic acid encoding a protein having the same biological function or activity as 
RecA. For purposes of examination over the prior art, the examiner will assume that "A 
gene fragment represented by SEQ ID NO: 3" means "a fragment of SEQ ID NO: 3". 

Claims 39, 40, 43 and 50 are also vague and indefinite because claim 39 recites 
the limitation "wherein a region that contains, at a high frequency, a position(s) unique 
to Vibrio vulnificus as specified in claim 38 is used". The instant specification was 
searched for the term "frequency". Other than the claims, this term only appears in the 
following text: "a gene that is transmitted horizontally at a high frequency" (paragraph 
[0009] of the published application). The public would have no idea what Applicant 
considers to be "a high frequency", and therefore the metes and bounds of claim 39 are 
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unclear. Because claims 40, 43 and 50 depend from claim 39, these claims are also 
vague and indefinite. It is also noted that the limitation "wherein a region that contains, 
at a high frequency, a position(s) unique to Vibrio vulnificus as specified in claim 38 is 
used" is a recitation of intended use and therefore carries no patentable weight. For 
purposes of further examination, this limitation will not be considered to distinguish over 
any prior art that teaches the structure of the claimed primer. 

Claim Rejections - 35 USC § 112— Written Description 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 37-40, 43, 44, 48 and 50 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

For claim 37, the problem stems from the limitation "A gene fragment 
represented by SEQ ID NO: 3". As discussed for the rejection under 35 U.S.C. 112, 2 nd 
paragraph above, claim 37 could be interpreted simply as any nucleic acid sequence 
containing a nucleotide found at the recited positions in SEQ ID NO: 3 (for example, a 
"T" residue, which is found at position 153 of SEQ ID NO: 3). A similar interpretation 
can be made for claims 38 and 48, which require only that the claimed primer/probe 
comprises at least 15 nucleotides, and comprises a nucleotide found at the recited 


Application/Control Number: 10/524,860 Page 6 

Art Unit: 1637 

positions of SEQ ID NO: 3. Therefore, the claims define an incredibly broad genus of 
possible polynucleotides. As all claims depend from either claim 37, 38, or 48, all 
claims are likewise rejected under this section. 

As stated in MPEP 2163 (ll)(A)(3)(a)(ii), the written description requirement for a 
claimed genus may be satisfied through sufficient description of a representative 
number of species by actual reduction to practice , reduction to drawings , or by 
disclosure of relevant, identifying characteristics , i.e., structure or bther physical and/or 
chemical properties, by functional characteristics coupled with a known or disclosed 
correlation between function and structure, or by a combination of such identifying 
characteristics, sufficient to show the applicant was in possession of the claimed genus. 

Reduction to practice : 

The sequence of SEQ ID NO: 3 is disclosed, as are the sequences of SEQ ID 
NOS: 17-20 which are apparently derived from SEQ ID NO: 3. However, as noted 
above, the claims as currently written encompass a genus far beyond the disclosure of 
SEQ ID NO: 3. The claims read, for example, on gene fragments from genes encoding 
the RecA homologs from other species (since these homologous genes undoubtedly 
contain one or more nucleotides that are found at the recited positions of SEQ ID NO: 
3). There is no written description of such homologous genes. Indeed, the claims as 
written structurally require, at most, a polynucleotide of at least 15 nucleotides, which 
contain a nucleotide found at one of the recited positions in SEQ ID NO: 3, and which 
could be used as a primer or probe for detecting Vibrio vulnificus (claims 38-40, 43, 44 
and 48) or could be used to design such a primer or probe (claims 37, 50). In other 
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words, the claims are not limited to the siequences within the disclosed SEQ ID NO: 3. 
Reduction to drawings : 

There is a drawing (figure 4) depicting a sequence for recA, presumably the 
same as SEQ ID NO: 3. 

Relevant identifying characteristics : 

Applicant has disclosed the sequence of SEQ ID NO: 3, but has not identified 
relevant identifying characteristics of the genus encompassing any polynucleotide 
greater than 15 nucleotides in length, containing a nucleotide found at recited positions 
of SEQ ID NO: 3, that could be used as a primer or probe, or used to design a primer or 
probe, for quantifying, detecting or identifying Vibrio vulnificus. It seems that Applicant 
is attempting to claim fragments of the sequence of SEQ ID NO: 3 that encompass 
certain positions of the sequence. Applicant is advised to amend the claims so that 
broader claim interpretations, which result in an unintentionally large and undescribed 
genus, do not apply. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 37-40, 44 and 48 are rejected under 35 U.S.C. 102(b) as being 
anticipated by GenBank® GM65651 15, 1-Nov-2001, [online], [retrieved on 5/22/2007], 
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retrieved from the Internet: <URL: 

www.ncbi. nlm.nih.gov/entrez/viewer.fcgi?1 65651 15:OLD1 2:801 996>. 

With regard to claim 37, GenBank® Gl: 165651 15 discloses a nucleotide 
sequence of 543 nucleotides that is a "gene fragment represented by SEQ ID NO: 3". 
An alignment of SEQ ID NO: 3 with GenBank® GM6565115 is shown below. It is 
noted that GenBank® Gl: 165651 15 positions 238-258 correspond exactly to positions 
133-153 of SEQ ID NO: 3 (and thus also the elected species of SEQ ID NO: 17). This 
particular region is underscored in the alignment below. GenBank® Gl: 165651 15 is 
from Vibrio vulnificus and can be used for designing a specific gene amplification primer 
or a specific probe (in fact this sequence could itself serve as a specific gene 
amplification primer or a specific probe). 

With regard to claim 38, GenBank® GM65651 15 contains at least 15 continuous 
nucleotides, including nucleotides found at positions 133-153 of SEQ ID NO: 3, and can 
be used as a gene amplification primer. 

With regard to claim 39, the limitation "wherein a region that contains, at a high 
frequency, a position(s) unique to Vibrio vulnificus as specified in claim 38 is used" is a 
recitation of intended use that does not structurally distinguish over the primer disclosed 
by GenBank® GM65651 15. 

With regard to claim 40, GenBank® Gl: 165651 15 contains at least 15 continuous 
nucleotides, including nucleotides found at positions 133-153 of SEQ ID NO: 3, and can 
be used as a gene amplification primer. 
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With regard to claim 44, GenBank® Gl:165651 15 positions 238-258 correspond 
exactly to positions 133-153 of SEQ ID NO: 3 (and thus also the elected species of SEQ 
ID NO: 17). This particular region is underscored in the alignment below. The entire 
sequence of GenBank® GM65651 15 can be used as a gene amplification primer, and 
it "contains" SEQ ID NO: 17. 

. With regard to claim 48, as discussed above, GenBank® Gl:16565115 positions 
238-258 correspond exactly to positions 133-153 of SEQ ID NO: 3. GenBank® 
Gl: 165651 15 also contains 15 or more continuous nucleotides and can be used as a 
probe for detecting, quantifying or identifying Vibrio vulnificus. 
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Sequence 1: lcljSEQID NO 3 
Length = 648(1 ..648) 

Sequence 2: gg 1 6565 1 1 51gb| AF3 1 1 53 S . 1 IV ibrio vulnificus strain 9067-96 recombinase A (recA) gene, partial cds. 
Length = 543(1 ..543) 



NOTE:Bitscore and expect value are calculated based on the size of the nr database. 

NOTEif protein translation is reversed, please repeat the search with reverse strand of the query sequence. 


Score * 797 bits (402), Expect ■ CO 
Identities - 406/434 (93%), Gaps « 0/434 (0%) 
S t rand**Plus/ Plus 

Query 1 CCAATGGGCCGXAXCGXTGAAAXXXTXGGTCCAGAAXCTXCAGGXAAAACCACGXTGACC 60 

! Hill II Mi I Ml 1 1 1 f 1 1 1 1 1 1 1 1 f i 1 1 1 1 1 1 1 1 ! 1 1 f 1 1 1 1 1 1 ! 1 1 1 1 1 i 1 1 1 1 1 1 
Sbjct 106 CCAAXGGGCCGXAXCGXXGAAAXXXXXGGXCCAGAAXCTXCAGGXAAAACCACGXXGACC 165 

Query 61 CXXGAGCX GAT CGCTGCHGCT CAACGT GAAGGCAAAACXXGTGCGTXXAXCGAXGCy GAG 120 

I i I S 1 1 1 1 1 1 1 1 ! i 1 1 1 i 1 1 1 1 1 1 f I H 1 1 ! I i 1 1 1 1 1 M I i I M 1 1 f 1 1 1 1 1 1 1 Hi 
Sb j ct 166 CTXGAGCX GAX CGCXGCGGCT CAACGT GAAGGCAAAACXTGTGCGTIXAXCGATGCCGAG 225 

Query 12 1 CACGCGXX RGATCCXGXGT ATGCGAAGAARCTX GGCGXWAAXAX CGACCARXTRXXGGTA 180 

MMMM i 1 1 i I M 1 1 1 1 ( ! I i 1 i 1 1 i ! i I i ! i ! I HMIHII1I II H III! 
Sb jet 22 6 CACGCGTTGGAXCCXGT GXAXGCGAAGAAGCXX GGC GXXAAXAX CGACCAGXXGXXGGTA 285 

Query 181 TCXCAGCCyGAYACBGGXGAACAAGCRXXGGAAAXCXGXGAXGCKCXXGCXCGCTCAGGK 240 

iiiiiiii ii i I 1 1 II 1 1 1 M i I M n m 1 1 1 M i M 1 1 i I i i n I i 1 1 i 1 1 i I 

Sb j c t 2 S 6 XCXCAGCCCGACACCGGXGAACAAGCAXXGGAAAXCXGXGAXGCXCXXGCXCGCXCAGGI 345 

Query 241 GCGGTXGAYGXIATIGTXGXCGAYTCXGTKGCMGCAXXGACRCCAAAGGCAGAAAXyGAA 300 

MINIM 1 1 M 1 1 1 1 1 1 I 1 1 S MM! M MMMM MMMMMMM Ml 
Sb jet 36 6 GCGGTXGACGTXATXGTXGTCGACXCTGXTGCAGCAXXGACACCAAAGGCAGAAAXCGAA 405 

Query 301 GGTGAGATGGGYGAYICGCACATGGGTCTNCAAGCTCGT AXGCXMTCTCAAGCGAXGCGX 360 

M 11 1 M I M I ! I MMMMMMM MMMMMMM MIMMMMMM 
Sbjct 406 GGXGAGAX GGGCGACTCGCACAXGGGX CXX CAAGCX CGXAXGCX AXCTCAAGCGAXGCGX 465 

Query 361 AAG YT AACGGGKAACCTAAARCAGXCX AACTGTAT GXGXAXCXX CAT yAACCAGAXYCGX 420 

Ml M M I M M I M M I M M M M M M M M M M M M M MMMM Ml 
Sb j c t 466 AAGXT AACGGGXAACCTAAAGCAGXCTAACXGXAX GXGX AXCTX CAXCAACCAGAXCCGX 525 

Query 421 AXGAAGAX YGGKGT 436 

M M M II II M 
Sbjct 52 6 AXGAAGAXXGGXGT 539 


Application/Control Number: 10/524,860 Page 1 1 

Art Unit: 1637 

Claims 37-40, 43, 44, 48 and 50 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Random Primer 24, sold by New England Biolabs (see page 121 of the 
1998/99 New England Biolabs Catalog; this reference was cited and supplied in the 
previous Office action). 

Random Primer 24 contains every possible 24-nucleotide sequence. The 
following calculations rely on facts provided on page 284 of the catalog, specifically the 
mass of 1.0 A 2 eo unit of single-stranded DNA and the molecular weight of single- 
stranded DNA per nucleotide (i.e. half the weight of a double-stranded DNA per 
basepair): 

Random 24-mer: 
Molecular weight of 24-mer: 

24 x 325 daltons/nucleotide = 7,800 daltons = 7,800 g/mol 

Number of possible 24-mers: 
4 24 = 2.8 x 10 14 molecules 

How many molecules of 24-mer in a vial sold by NEB: 

1 A 26 o unit = 33 |xg = 3.3 x 10" 5 g 

3.3 x 10- 5 g * 7,800 g/mol = 4.2 x 10" 9 mol 

(4.2 x 10~ 9 mol) x (6.02 x 10 23 molecules/mol) = 2.5 x 10 15 molecules 

How many vials needed to sum to 1 of each possible 24-mer: 
2.8 x 10 14 molecules -=- 2.5 x 10 15 molecules = 0.11 vial 

Put another way, every vial of Random Primer 24 sold by New England Biolabs 
would be expected to contain 9 copies of every possible 24-nucleotide sequence. 
Therefore, Random Primer 24 would contain every possible gene fragment imaginable 
that is 24 nucleotides in length, thus meeting the limitations of claims 37-40, 43, 44 and 
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48, including the limitation of "at least 15 continuous nucleotides" recited in claims 38 
and 48. Furthermore, with regard to claim 50, Random Primer 24 is itself a kit (it was a 
commercially sold product at least as early as 1998). It could also be used for 
detecting, quantifying or identifying Vibrio vulnificus. For example, it could be used to 
make a labeled probe by random priming using a Vibrio vulnificus template nucleic acid. 
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Conclusion 

No claims are free of the prior art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samuel Woolwine whose telephone number is (571) 
272-1 144. The examiner can normally be reached on Mon-Fri 9:00am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Young J. Kim/ 
Primary Examiner 
Art Unit 1637 
Technology Center 1600 


